Cipla

CERTIFICATE OF ANALYSIS

\

CEPTUOUKAT AHAJTH3A

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npou3BoacTBa:

Batch No / Cepusi No : 485111 Batch Quantity / O6sem cepun:  5846packs / ynakoBok
AR No / Ananuruuecknii oruer Ne : ARF/182/2025 |Date of Analysis / laTa ananmza:  12.09.2025
08/2025 Date of Expiry / 'osen no: 07/2028

Analysis performed according ND / Ananu3s nposenén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / lokazaTenb

Result / PeaynbTaTsl

Specification / Hopma

1 | Description / Onucatue

Complies / CooTBeTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyriasie TabaeTku co
CKOIIEHHBIMH KPasiMH OT KOPUUHEBOT'O 10 TEMHO-
KOPHYHEBOTO I1BeTa ¢ BKparmneHusMi. Ha onHoit
cTopoHe TabneTky BolaaBneHo cnoso «CIPLA», Ha
JIpyro# - THHKA pasioMa.

2 Identification / IlognHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpalllHBaHUe aMMHUAaYHOTO PacTBOpa B KpacHbIH
AHTPaXHHOHOBbIE NTHKO3HIbL S
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
Metunnaparuapokcubenszoar corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpems
YAEPIKUBAHHUA OCHOBHOIO I[IHKAd Ha XpoMarorpaMmme
MCIIBITYEMOTO PACTBOPA JOKHO COOTBETCTBOBATh
BPEMEHH YIEPKHBAHUA OCHOBHOTO IHKa Ha
XpPOMATOrpaMme CTaHJapTHOTO pacTBOpa
MeTunnaparuapokcubensoara (pasnen
«MeTunnaparuapoxcubensoar).

3 | Average weight / Cpennsis
macca

188.02mg / 188,02mr

189.99 mg +7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cootseTcTayeT Tpebosaruam HL

Conclusion : APPROVED /
3akmoyeHue: OAQOBPEHO

Checked by QC In-Charge / "ﬁ tao’
[okymeHT npoeepeH OKK:

Approved by QA In-Charge / oP
[HokymeHT opgobpeH OOK: %3/

Date /

220 Aozt
| Aata: e

Date /

Nata: 12-02- 2005
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Cipla

Page 2 of 4 /C1p. 2 13 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

‘Batch No / Cepus Ne: 485111

Batch Quantity / Oobem cepun:

5846packs / ynakoBox

AR No / Ananurruecknit oruer Ne : ARF/182/2025

Date of Analysis / Jlara ananusa:

12.09.2025

Date of Mfg / lata npoussoactea:  08/2025

Date of Expiry / T'ojen jo:

07/2028

Analysis performed according ND / Ananus npoBeién no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesysibTaThl Specification / Hopma
- Test / IlokazaTens

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT = 7.5 % / 18/20 He Gonee + 7,5
OIHOPOAHOCTE MO Macce %

2/20 tablets NMT £15% / 2/20 He 6omee £ 15%

5 | Loss on drying / IToreps B 2.2% NMT 6.0 % / He Gonee 6,0 %

Macce MpPH BLICYLIHBAHWI

6 | Dissolution/ 84-96% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHHe He mence 70 % (Q) cenno3nnos yepes 120 MuH

7 | Uniformity of Dosage units / AV =356 The acceptability index forn=10 AV <LI.
OaHOPOLHOCTh JI03MPOBAHHSL In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30
AV < L1. All values of xi must satisfy the
inequality:
[M-xi{ <0,01 x L2 x M.

i L1=15.0; L2 =25.0.
[Tokazaress npueMueMocTd i n=10 AV <L1.
B cayuae, ecin 3Hadenue AV npesbiimaet L1,
NPOBOJAT HCMBITAHUE Ha cienyrouinx 20 odpasuax.
Jlna n=30 AV < L1. Bce 3Ha4enns Xi NOMAKHbI
YIOBIETBOPATE HEPABEHCTBY!
[M-xi| 0,01 x L2 x M.
L1=1150; L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE OTpe/ieieHHe 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTomeTpiis) Ot 12,15 mo 15,53 mr (ot 90,0 o 115,0 %)

14,05mr/1a6 CEHHO3M/IOB B MepecyeTe Ha CeHHO3U I B B 01HO#M
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooTeeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3akntoyeHue: OOOEPEHO

Checked by QC In-Charge /
[okymeHT nposepex OKK: %P_,b)

Approved by QA In-Charge / cof
OokymeHT ofo6peH OOK:

Date / \% <o oL

Oarta:

Date /

,ELaTa' -0 -ten s
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUO®HKAT AHAJTH3A

Page3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485111

Batch Quantity / O6bem cepun:

5846packs / ynakosok

AR No / Auanutrueckuii oraer Ne : ARF/182/2025

Date of Analysis / Jlata ananu3a:

12.09.2025

Date of Mfg / laTa npoussogcrsa:  08/2025

Date of Expiry / I'ogen no:

07/2028

Analysis performed according ND / Ananu3 nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesynbTaThi Specification / Hopma
% Test / llokasarens
9 Content of Methyl 0.038mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepixanue
meTuanaparuapokcubersoara 0.038Mmr/Ta6
(BDXKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGuonornyeckas 44cToTa

10a) | Total Aerobic microbial count / 20
O06uwee yneso aapobHbIX Not more than 10* cfu/ g / He Gonee 10° /r
MUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10 /r
count / Ob1ee yucno <10
IUIECHEBBIX M JAPOHIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He 6onee 107 /r
bacteria/ Vctoltausbie k
NeHcTBUIO Xemdn
rpaMoTpHLATe bHEIE GaKTepUH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ Otcyrcreue B 1 r

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B | ¢

100 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteetcTayeT TpeGoBaHuam HL

Conclusion : APPROVED /
3aknovyeHue: OQOBPEHO

Checked by QC In-Charge / ) Approved by QA In-Charge /

[okymeHT npoeepeH OKK: /Jj:”o HokymeHT opobpeH OOK: W
|| Date / 4 Date /
| para:  \2-°% ol [ara: ke il
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Cipla

CERTIFICATE OF ANALYSIS

h CEPTU®UKAT AHAJIM3A

Page4 of 4 /Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepunt No : 485111

Batch Quantity / O6bem cepun:

5846packs / ynaxosok

AR No / Ananuntrueckuii oruer No : ARF/182/2025|Date of Analysis / Jlata ananusa:

12.09.2025

Date of Mfg / Jara npoussoacrsa:  08/2025

Date of Expiry / I'ogen no:

07/2028

Analysis performed according ND / Ananus nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [Toka3zaTenanb

Result / PesynbTaThi

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GaucTep M3 NIEHKU

(nonuaTHICHOBO R/

MO NPUMEHCHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnetox B

MOJIMBUHUIXJIOPUAHOM

MOJMBUHUITHAEHXIIOPUIHOH) U
aFOMUHUEBOH (oJibry, ro 25
OMUCTEPOB B KAPTOHHYIO MA4Ky
C BIIOIKEHUEM 25 UHCTPYKLUUit

Package / Ynakogka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / [To 20
TabNeTok B GMHCTEp M3 MIEHKH TPeXCJioitHoil
(MBX/AI2MIBAX) 1 antomunuesoii choasru. o 2
UM 3 GaMcTepa BMECTe ¢ HHCTPYKLIMEH M0
NPUMEHEHHIO B KAPTOHHYIO nauky. [To 20 tabnetok
B OIHCTep U3 [UI@HKH MTOMMBHHHIIXIIO PHIHOIH
(NONMMITUNEHOBOH / MOMUBUHWIHACHXIIOPUAHOIT) U
amomMuHueBoii donsru, no 25 Gnucrepos B
KapTOHHYKO Ma4yKy ¢ BIOKEHHEM 25 MHCTPYKIMit mo
NPUMEHEHHUEO,

12 | Labeling / Mapkuposka According to ND /

B cootseterBum ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHA Boiute 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TemIiepaType He

14 | Shelf life / Cpok roanoctu 3 years /3 roma

Remarks : The Product conforms to ND/
lMpumeyanue: Npoaykr cooTeeTcTBYET TpebosaHusm HO

Conclusion : APPROVED /
3akntoyernune: OJOBPEHO

Checked by QC In-Charge / el Approved by QA In-Charge / cap
HokymeHT nposepeH OKK: ‘926" [oxkymeHT onobpeH OOK: /@p/&},—,
Date / Date / R

dara: Ll Hara: Lt~ R
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